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Agenda item
Publ i ¢ comment

MR. HACKBARTH:. Ckay, public coment period now begins. Any
comment fromthose in the audi ence?

M5. SHULMAN: |'m Rosal yn Shul man with the Anerican Hospital
Associ ation. The AHA wants to thank the MedPAC conm ssioners and
staff for their attention to regulatory reformand relief as well
as blood costs. The regulatory reformand relief issue has been
an i nportant one for our nenbership, as evidenced by the
Pri cewat er houseCoopers study on patients and paperwork that we
made avail able to MedPAC conm ssioners. W |ook forward to
working with you to achi eve regulatory reform

Regardi ng bl ood, the AHA is commtted to the continued
safety of Anerica' s blood supply and believes it to be a critical
factor in providing high quality care. New technol ogi es have
hel ped us to inprove bl ood safety. But of course, this has |ed
to inreased blood prices as well. Unfortunately, blood price
i ncreases have not been adequately captured in the Medicare
mar ket basket or by MedPAC s update process.

Hospital bl ood costs have inreased significantly in recent
years due to a nunber of factors that are intended to bol ster the
safety of the nation's blood supply, including numerous screening
tests and confirmation tests nandated by FDA as well as bl ood
donor deferral requirenments intended to protect against variant
CID as well as other requirenents.

But bl ood prices have also risen dramatically due to things
ot her than FDA mandates. For instance, the Anerican Red Cross,
whi ch supplies one-half of the blood used by hospitals, recently
changed its policies so that hospitals will only be able to
pur chase | euko-reduced red blood cells. This increases, as we
understand it, the per-unit cost by about $30 to $40. This is
not a change just in price, it's actually a change in product.

This and ot her policy change by the Anerican Red Cross have
resulted in an average 35 percent increase in the pricce of
bl ood. However, as staff nentioned, nmany of our nenbers are
reporting nmuch higher increases than that; increases as high as
80 percent of 100 percent.

The price of blood is expected to increase even nore in the
near future as new screening tests are fornmally mandated by FDA
Nucl eic acid testing, or NAT, is one exanple of such a new
t echnol ogy. NAT testing costs $8 to $10 per pint of blood. Once
NAT testing is fully licensed by FDA we expect the price for this
test to double. The price will increase even nore if FDA
requires that individual testing replace current pooled testing.

Viral inactivation is a techni que under devel opnment t hat
hol ds a great deal of prom se, but it is expected to increase,
doubl e or triple the price of bl ood.

Further, the FDA recently indicated their intent to put into
pl ace a stricter donor deferral policy in the next year which
will drive costs even higher. The Anmerican Red Cross' donor
deferral policy instituted this nonth is even nore strict than
the FDA's proposed policy.



So consistent with coments that were nade today by MedPAC
staff and conm ssioners, the AHA believes that the fact that the
Medi care hospital marketbasket does not include an explicit
nmeasure of blood price fluctuation neans that inreases in the
price of blood are not appropriately accounted for in Medicare
paynents to hospitals. Therefore, the AHA strongly urges the
Conmi ssion to recomend that CMS revise the market basket index to
i ncl ude an appropriately wei ghted bl ood and bl ood product PPI

I n addi tion, any advancenent in bl ood screening and
processi ng technol ogy that is not captured in the PPl needs to be
explicitly considered for the S&TA adjustnent process. 1In this
way, Medicare paynent policy will finally support the public
heal th inperative of a safer blood supply.

Thanks.

MR HALL: Good norning. My name is Stephan Hall. [|'m
with the Advanced Medi cal Technol ogy Association fornmerly known
as HEMA. |'m acconpani ed today by Guy King, fornmerly chief
actuary at HCFA who's hel ped us prepare our conment today.

First of all I wanted to comrend the MedPAC staff for their
very diligent work in preparing this report, and very thorough
consideration of the issues. | wanted to share wth you just
sone key points of the witten statenent that we provided to this
commi ssi on.

AvMed fully supports a careful review and revision of the
Medi care payment net hodol ogies to help ensure that there's
adequat e rei nbursenment for safe bl ood products. W strongly
support the use of a separately-weighted producer price index for
bl ood products, with an appropriate weighting factor in addition,
in the annual marketbasket index cal cul ati on by CVS.

However, we do not think this is the only renedy that this
body nor CM5 should consider. W think there are other steps
that ought to be taken, including potentially inprovenents in
codi ng and exam nation of the billing behavior by hospitals.

That woul d hel p ensure that the full cost of providing
transfusions are captured in our system and appropriately
reflected in the annual recalibration process.

| won't review at length the factors that contribute to
bl ood costs because many of them have just been nentioned, but |
would like to nmention the uni que econom cs of the bl ood
collection market. The first point to share there is that this
is a predomnantly non-profit collection market. That is, the
entities who produce the blood products for sale to hospitals
operate on a not-for-profit basis.

At the sane tinme, the markets for bl ood products are
extrenely conpetitive and hospitals with narrow budgets can be
extrenely sensitive to changes in the prices of the bl ood
products they purchase. This price sensitivity can |ead
hospitals to struggle in purchasing safer technol ogy-enhanced
bl ood products.

Further still, there may be delays in the pricing
adj ustnents by the non-profit blood collectors to reflect the
cost of producing the blood. There nay be a lag in the nmarket
price that a hospital pays. | don't have concrete evidence to
denonstrate this, but we did do an analysis of data, which |l



mention in a mnute, that showed costs anong 35 comrunity bl ood
centers as conpared to the producer price index that's currently
rel eased by the Bureau of Labor Statistics.

Thi s phenonena of costs being greater than prices nay be
particularly acute when there are new regul atory requirenents or
new saf ety mandates that public health concerns demand for
adoption by the blood collectors. There's al so anecdot al
evi dence that hospitals, once they have purchased bl ood units, do
not bill and charge for technol ogy-enhanced bl ood products in a
fashion that's consistent with the way in which other services
are bill ed.

For tehse reasons, the econom cs of produci ng safe bl ood
products is very conplex and does not follow the sane pricing and
pur chasi ng patterns as other technol ogy-enhanced itenms. So one
could imagine a first | oop before the DRG rewei ghting | oop occurs
in which prices are del ayed by several years before they are
updated to reflect actual costs.

As nmentioned earlier, nedical technologies are a critical
el ement in blood safety, and over the past decade they've nade
significant contributions to the safety of our bl ood supply.
They're enployed in virtually all aspects of collection,
processing, distribution, and utilization of blood products.
These are driven by both regulatory requirenents by the FDA, but
al so, inportantly, voluntary adoption of technol ogies by bl ood
coll ectors who see a noral and ethical inperative to inprove the
quality of the blood supply, and al so are responding to patient
demand.

Ensuring bl ood safety obviously involves extensive costs.
Here 1'd like to nmention the survey of 35 community bl ood centers
whi ch spanned a five-year period from 1996 to the year 2000. |
was interested to hear that Tim Green's anal ysis of the cost
report data showed no difference between the costs -- | believe
he said this -- the cost of purchasing bl ood and the annual
update factor. That is not what we found.

We found that the cost of producing blood units in this
sanpl e rose at an average annual rate of 7 percent between 1996
and the year 2000. This obviously doesn't reflect the recent
price increases that have been observed by the American Red Cross
this year.

When you break down the different activities of blood
centers, collection and testing account for 31 and 21 percent of
the cost of producing a unit of blood. The rate of increase for
t hese various activities has been nost dramatic for testing and
production of bl ood conponents which rose by 44 and 57 percent,
respectively, over a five-year period.

So that brought us to the producer price index and an
exam nation of whether or not it was a reliable neasure of the
cost of producing blood. W noticed that there is a dramatic
junp btween 1997 and 1999 in the PPl that exists for blood
products. That average annual rate is 5.1 percent of icnrease.
So rather than this being a one-year spike in the prices of
bl ood, we believe it represents a five-year upward trend in the
prices of these blood products. The trends between the PPl data
and our cost data fromthe 35 bl ood centers appeared to be



roughly simlar, although we noted that the prices tended to | ag
by a |l east a year the cost trends that we observed.

As mentioned before, since 1996 the PPl for bl ood and
derivatives has been subsurmed within the PPl for chemicals. W
note that that has risen at a far slower rate than the PPl for
blood. | think it was 1.5 percent as conpared to 5 percent.

We al so conmpared this trend to the rate of Medicare funding
and we found that the 7 percent for our cost data far outpaced
the increases in Medicare inpatient input price index, which rose
at an average annual rate of only 2.8 percent in this tinmefrane,
and the inpatient hospital update factor increased at an average
annual rate of only 0.9 percent. So our cost data was literally
seven tines greater than the update factors increases during the
sanme time period.

"1l just, to wap up ny conmments, nention that there are a
nunmber of future technologies that will address other concerns in
the bl ood supply. These are in devel opnent. They include
nucl eic acid testing, pathogen elimnation, additional infectious
di sease testing, additional processes for interview ng donors and
screening them as well as blood substitute products and
enzymatic conversion of red cells. Al of these technol ogi es
will contribute further to addressing the concerns that we know
of today. bviously that's a noving target. There will be
future concerns that result in technol ogy sol utions and
additional costs in order to ensure the safety of the bl ood
suppl y.

To conclude, we fully support the use of a separate PPl for
bl ood and bl ood derivatives. W have not yet considered the
second option that was presented by Tim Greene today. W think

it'sintriguing. It's sonething we would | ook at. W don't
oppose the use of an add-on for the update factor. Although it
is not sonmething we've included in our comrents, we wll be

| ooking at it between now and Novenber when this comm ssion
reconvenes on this issue.

Thank you.
M5. BRODY: |'mhere to talk about blood. M nane is Lisa
Marie Brody. |'mthe director of governnent affairs for

Anerica's Blood Centers. Anerica' s Blood Centers, or ABC, is a
nati onal network of 75 not-for-profit conmmunity-based bl ood
centers which provide nearly half the nation's bl ood supply to
over 3,100 hospitals. Anerica' s Blood Centers are located in 45
states and we serve roughly about 125 mllion people at 450
donation sites.

As non-profit or not-for-profit organi zations, Anerica's
Bl ood Centers nenbers pass the cost of collecting, processing,
testing, and distributing blood to hospitals. Qur nenbers have
al ways prided thensel ves and worked diligently on providing the
hi ghest service at the |lowest cost to the hospitals and patients
that they serve

Bl ood transfusions save over 4 mllion |lives each year. The
cost of these transfusions is roughly about $4 billion annually,
or less than 2 percent of Anerica's inpatient health care costs.
About half of these costs are for providing blood and ensuring
its safety, and the other half are hospital costs to ensure bl ood



conpatibility and that conpatible blood is transfused to the
right patient.

While America's blood bill is |ess than 2 percent of the
total, lifesaving transfusions support over 30 percent of al
inpatient treatnments. This includes organ and marrow
transpl ants, cancer therapies and surgery, trauma and
reconstructive surgery.

The bl ood community along with Congress and the American
public demand a safe and avail abl e bl ood supply. |n response,
new t echnol ogi es and tests and donor deferrals to inprove bl ood
safety are being devel oped or have al ready been inpl enented and
recommended by the Food and Drug Adm nistration. These new
safety neasures, however, are costly and have not been adequately
addressed under the current inpatient paynent system adm nistered
by HCFA. The result is a safe blood supply that has not been
paid for

The majority of blood and bl ood products are reinbursed
under the DRG system Because the DRGs are re-based only every
five years and blood is not included in the yearly market basket
updat es and technol ogy adjustnents, the sysetmis inadequate to
nmeet the rapidly changi ng cost associated with bl ood safety. The
addition of new, costly safe technol ogies and tests such as
| euko-reduction and nucleic acid testing have al so not been
accounted for in the relatively nodest DRG increases over the
| ast five years.

Safety is not the only problemw th paynent. W are
currently experiencing an ever increasing supply problem Bl ood
is a unique comodity in the sense that it requires people to
actually donate. You can't produce blood. People have to be
willing to donate blood. So to nmake sure that the blood is there
when it's needed will require investnment of mllions of dollars
in research, paid advertising, new blood collection
infrastructure such as buses and staffing, and other outreach to
bring in new donors to replace those | ost, and encourage current
donors to provide bl ood nore often.

Yet the non-profit industry of the bl ood-banking comunity
has no capital to reinvest. So our only recourse is to raise
fees to hospitals. But because hospitals aren't properly
rei nbursed for blood we can't really raise our prices. CQur
hospital custoners have traditionally been resistant to pay
i ncreased prices for blood.

In the testinony that | provided and we'll be giving to al
of you we have attached sone tinelines which will associate the
cost of blood over tinme and provide rel evant data about the
different costs and how that cost has been filtered down to the
bl ood- banki ng community. | won't go into those.

The cost associated wth providing a safe and avail abl e
bl ood supply was | ooked at and addressed in the outpatient
system As the outpatient prospective system now recogni zes, new
bl ood safety measures have dramatically increased the cost of
bl ood. Qur hope is that the recent steps taken by HCFA to nake
rei mbursenent for blood nore responsive to cost increases in the
outpatient setting will now be replicated in the inpatient
setting where the vast ngjority of blood transfusions take place.



Anerica's Blood Centers believes it's really critical that
adequat e rei nbursenent and quality of care nust be representative
and consistent in both settings.

As | stated, HHS t hrough the Food and Drug Adm nistration,
agrees with the blood cormmunity that these new technol ogies to
further blood safety should be inplenmented. But the question
still remains is howto pay for them \Wen FDA recomends or
i npl enents a new bl ood safety neasure, hospitals often wait two
to three years before receiving proportionate rei nmbursenent
i ncreases from Medi care and Medicaid. This is not trivial since
only 50 percent of all transfusions go to patients covered by
Medi care and Medi cai d.

In addition, private payers usually follow Medicare's | ead
on reinbursenent |levels. Lack of adequate reinbursenent for
bl ood products has placed an inordinately heavy financial burden
on bl ood centers and hospitals.

MR. HACKBARTH. |'mgoing to interrupt you here. | want to
make sure that other people in the audi ence, perhaps on different
topi cs al together, have an opportunity. Thanks for your
statenent. We wel cone the contribution.

O her peopl e?

Ckay, we adjourn until our Novenber neeting which is when?
| didn't mean to ask a difficult question.

DR. ROSS: Good question. The 15th and 16t h.

MR. HACKBARTH. The 15th and 16th. Thank you to all the
staff for all the work, both on the presentations and the
facilities and | ogisti cs.

[ Wher eupon, at 12:12 p.m, the neeting was adjourned.]



